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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 

Claims 9-23 are pending in the application. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this appUcation is 
ehgible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 6/14/06 has been entered. 



Response to Amendment 

The rejection of claim 1 1 imder 35 U.S.C. 1 12 2"^ paragraph has been withdrawn in light 
of Applicant's amendment of the claims. 

The rejection of claim 9-23 under 35 U.S.C. 1 12 1^^ paragraph (written description) has 
been withdrawn in light of Applicant's amendment of the claims. 

The rejection of claims 9-23 under 35 U.S.C. 101/1 12 1^^ paragraph is maintained for 
reasons set forth of the record mailed on 12/14/05 and fiirther discussed below. 

Claims 15, 20 and 22 are rejected under 35 U.S.C. 1 12 2"^ paragraph for reasons 
discussed below. 
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Response to Arguments 
Claim Rejections - 35 USC §101 
Claims 9-23 are rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a credible, substantial and specific asserted utility or a well established 
utility. 

Claims 9-23 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since the 
claimed invention is not supported by either a credible, substantial and specific asserted utility or 
a well established utility for the reasons set forth above, one skilled in the art clearly would not 
know how to use the claimed invention. 

In response to this rejection. Applicants argue that the claimed invention is usefiil to treat 
multiple sclerosis, which is a credible, substantial and specific utility. Applicants assert that 
multiple sclerosis is a disease state that can be treated by modulating 0X2R activity, thus down- 
regulates mast cell fimction. Further, Applicants assert that the instant specification teaches a 
hnk between MS and 0X2R because it teaches 1) cells of myeloid lineage were thought to play a 
role in the development of MS; 2) 0X2R was known to be expressed on cells of the myeloid 
lineage; 3) 0X2R was known to play a role in signal transduction, and 4) altering the interaction 
of 0X2R and 0X2 impacts mast cell activity. Applicants cited references to support each of the 
above statement. Applicants thus conclude that the claimed invention has patentable utility. 

The above arguments have been fiiUy considered but deemed unpersuasive. As discussed 
in the previous office action, the examiner maintains the position that using claimed antibody or 
fi-agment for treating diseases such as multiple sclerosis is not a credible, substantial and specific 
use. Although CD200 is known as a cell surface antigen identified in some specific cell type 
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such as mast cells, that are involved in inflammatory conditions, multiple sclerosis, rheumatoid 
arthritis, and autoimmune disease, the specification does not teach which specific disease is the 
result from the this particular CD200R. In other words, the specification does not teach which 
specific signal transduction pathway (the CD200R is involved in) in any specific cell type that 
leads to a specific disease, multiple sclerosis. The assertion that CD200R is involved in multiple 
sclerosis based on the involvement of cells, for example, macrophages and dendritic cells, which 
are known to be involved in said disease. However, there is no teaching whether the 
involvement of such cells in those diseases is result from the expression of said CD200 antigen. 
Applicants are reminded that expression of a protein in certain cell type does not mean that said 
protein is responsible for all the activity of such cell type. Thus, the disclosure provided in the 
specification only establishes the association of mast cells and multiple sclerosis, which does not 
provide a specific association between said diseases and CD200R. The examiner does not 
dispute 1) cells of myeloid lineage were thought to play a role in the development of MS; 2) 
0X2R was known to be expressed on cells of the myeloid lineage; 3) 0X2R was known to play 
a role in signal transduction, and 4) altering the interaction of 0X2R and 0X2 impacts mast cell 
activity. However, based on the above information, a skilled artisan would not be able to 
conclude that the claimed 0X2R antibody can be used to treat multiple sclerosis because the 
specification does not teach how to treat said disease using the claimed antibody. In fact, the 
specification teaches against such utility because a human-IgG mouse 0X2RH1 fusion protein 
that binds to 0X2 accelerated the onset of EAE in a mouse model. The fact this fusion protein 
which disrupts the interaction of 0X2 and 0X2R would result in disease acceleration indicate 
that said antibody cannot be used to treat disease. Therefore, using the claimed antibody and the 
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fragment to treat multiple sclerosis is not a credible, substantial and specific utility. This 
rejection is maintained. 

In response to the 112 1^^ rejection, Applicants argue that the claimed invention is 
enabled because they have utility. Applicants further assert that the amendment renders the 
claimed invention enabled because they are directed to antibodies that bind to SEQ ID NO:20. 

The above arguments have been fully considered but deemed unpersuasive. The reasons 
for the non-enablement of the claimed invention is set forth in the previous office action. In 
response to the argument of using the claimed antibody for MS, Applicants are reminded that the 
instant specification fails to teach how to use said antibody for such treatment. The specification 
does not teach or provide any working example that any therapeutic effect is seen in patients or 
animal model when the antibody is administered. In fact, the teaching of the specification is 
against such use (for reasons discussed above). The prior art does not teach how to use an 0X2R 
antibody to treat MS. Without teaching from the specification and lack of such information from 
prior art, one of skill in the art will have to engage in undue experimentation to practice use the 
claimed invention to treat multiple sclerosis. Therefore, this rejection is maintained. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shaH conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 15, 20 and 22 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claims 15, 20 and 22 recite the limitation "or a fragment thereof* in line 3. In the parent 
claim 9, the fragment of SEQ ID NO:20 is deleted. There is insufficient antecedent basis for this 
limitation in the claims. 



No claims are allowed. 

Any inquiry concerning this commimication or earlier communications from the 
examiner should be directed to Celine X. Qian Ph.D. whose telephone number is 571-272-0777. 
The examiner can normally be reached on 9:30-6:00 M-F. 

If attempts to reach the examiner by telephone are unsuccessftil, the examiner's 
supervisor, Remy Yucel Ph.D. can be reached on 571-272-0781. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubhshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for xmpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see ht^://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 



Celine X Qian Ph.D. 
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